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DETAILED ACTION 

1 . Applicant's request for reconsideration of the finality of the rejection of the last Office 
action is persuasive and, therefore, the finality of that action is withdrawn. 

2. Applicant's arguments, see remarks, filed 10/1 1/201 1, with respect to the rejection(s) of 
claim(s) 28, 30-32 and 39 under 35 USC 102; claims 28 and 30 under 35 USC 103; claims 28 
and 41 under 35 USC 103 have been fully considered and are persuasive. Therefore, the 
rejection has been withdrawn. However, upon further consideration, a new ground(s) of 
rejection is made in view of the prior art cited below. 

Claim Rejections - 35 USC § 112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

4. Claim 41 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

5. Claim 41 depends on claim 28. Claims 28 recites composition that consists of 
biodegradable polymer and tranilast and optional additional agent. Tranilast is collagen 
synthesis inhibitor. It is thus unclear how the additional agent is an agent that inhibits collagen 
synthesis which also includes tranilast. 

6. Correction and/or explanation is requested. 

7. Tranilast is also anti-proliferative, anti-inflammatory and anti-fibrotic. Applicant may 
recite the specific disclosed drugs that meet the limitation of the broad category of drugs recited 
in claim 41. 
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8. Claim 41 has not been rejected over art because it is unclear what applicant intends the 
additional therapeutic agents in claim 41 to be. Once claim 41 is clarified, then the claim can be 
properly searched for art. 

Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in 
this or a foreign country, before the invention thereof by the applicant for a patent. 

10. Claims 28 and 30-32 are rejected under 35 U.S.C. 102(b) as being anticipated by Yamane 
et al. ("Spinning of Poly (caprolactone)/Drug Blends and Drug Release Behavior from Blend 
Fibers" in Fiber, 1999, pp 261-266, English Abstract). 

1 1 . Claim 28 is a composition that consists of biodegradable polymer and tranilast. The 
polymer is in the form of a film, foam, fiber or filament. The tranilast is present in effective 
amount to inhibit post-operative adhesions upon local administration. Claim 28 has not recited 
the amount considered effective by the examined invention. Inhibition of post-operative 
adhesion is characteristic effect of the tranilast. A composition that consists of biodegradable 
polymer and tranilast that anticipates the claimed composition would also be capable of local and 
non- systemic administration as the claimed composition. 
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12. Yamane : Yamane discloses a composition consisting of caprolactone biodegradable 
polyester drug releasing fiber and tranilast (see the English abstract). The drug-releasing fiber 
containing the tranilast anticipates claim 28. Effective amount is any amount deemed effective 
by the practitioner; the biodegradable polycaprolactone polyester polymer anticipates the 
biodegradable polymer of claim 30. The composition providing a single dose administration of 
tranilast and the composition providing for sustained release is the characteristic of the 
composition of claim 28 and the composition of Yamane inherently has these characteristics so 
that claims 31 and 32 are met. 

13. Claims 28 and 30-32 are rejected under 35 U.S.C. 102(a) as being anticipated by Tsuji et 

al. ("Biodegradable stents as a platform to drug loading" in International Journal of 
Cardiovascular Interventions 2003, No. 5, 13-16, March 1, 2003). 

14. Tsuji discloses monofilament of polylactic acid biodegradable polyester that contains 
tranilast (see the whole document). The monofilament is a biodegradable stent consisting of the 
biodegradable polyester PLLA and is locally administered. Thus the PLLA biodegradable stent 
consisting of the tranilast and the monofilament of PLLA anticipates claim 28 in that effective 
amount is any amount deemed effective by the practitioner, the biodegradable PLLA polyester 
polymer anticipates the biodegradable polymer of claim 30. The composition providing a single 
dose administration of tranilast and the composition providing for sustained release is the 
characteristic of the composition of claim 28 and the composition of Yamane inherently has 
these characteristics so that claims 31 and 32 are met. 
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15. Claims 28, 30-32 and 39 are rejected under 35 U.S.C. 102(a) as being anticipated by 
HELMUS (WO 03/068288). 

16. HELMUS discloses biodegradable stents for delivery of therapeutic agents, non-genetic 
and genetic (abstract; paragraphs [0058]-[0066]). Specifically the therapeutic agents are not 
limited in HELMUS. For example one of the therapeutic agents named is tranilast. The 
biodegradable stent or medical device can be fully biodegradable or contain non biodegradable 
core (see the abstract; paragraphs [0009]-[0030]); paragraph [0031] describes a medical device in 
which the core and the coating material are both biodegradable or bioerodible. The core or the 
coating material or both core and coating material in HELMUS contain therein or thereon at least 
one therapeutic agent (paragraph [0016]). In one embodiment, the entire medical device is 
biodegradable and comprises both biodegradable core and biodegradable coating (paragraph 
[0046]). When the entire medical device is biodegradable, the polymer of the core is collagen, 
or hyaluronic acid or cellulosic polymers such as hydroxypropylmethylcellulose, e.g., Klucel®; 
polyethyleneoxide, e.g. Polyox®; polyvinylpyrrolidone; dextran and copolymers of 
polyethyleneoxide with polypropyleneoxide, e.g., Pluronic® (paragraph [0048]); the polymer in 
the core containing thereon or therein the at least one therapeutic agent is woven or braided 
network of monofilament or multifilament or woven or braided filaments or fibers and the 
braided network may be coated with biodegradable polymer (paragraph [0049]); that is polyester 
or polysaccharide such as hyaluronic acid, chitosan, gelatin or collagen, polyamino acid or 
polypeptides (paragraph [0039]). 

17. Thus when the fully biodegradable medical device consisting thereon tranilast on 
biodegradable core made from the biodegradable polymer such as collagen, or hyaluronic acid or 
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cellulosic polymers such as hydroxypropylmethylcellulose, e.g., Klucel®; polyethyleneoxide, 
e.g. Polyox®; polyvinylpyrrolidone; dextran and copolymers of polyethyleneoxide with 
polypropyleneoxide, e.g., Pluronic® and coating of polyester or polysaccharide such as 
hyaluronic acid, chitosan, gelatin or collagen, polyamino acid or polypeptides, claims 28, 30 and 
39 are met. The composition providing a single dose administration of tranilast and the 
composition providing for sustained release is the characteristic of the composition of claim 28 
and the composition of HELMUS inherently has these characteristics so that claims 31 and 32 
are met. 

Claim Rejections - 35 USC §103 

18. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

19. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

20. Claims 28 and 39 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Yamane et al. ("Spinning of Poly (caprolactone)/Drug Blends and Drug Release Behavior from 
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Blend Fibers" in Fiber, 1999, pp 261-266. English Abstract) or Tsuji ct al. ("Biodegradable 
stents as a platform to drug loading" in International Journal of Cardiovascular Interventions 
2003, No, 5, 13-16, March 1, 2003), each in view of Hunter et al. (US 20020052404). 

21 . Yamane in view of Hunter : Yamane has been described above to anticipate claim 28. 
Yamane uses polycaprolactone polyester as the carrier for tranilast. Yamane does not teach the 
polymer of claim 39. However, Hunter teaches that carriers such as carbohydrates and 
polysaccharides such as starch, cellulose, dextran, methylcellulose, and hyaluronic acid, proteins 
or polypeptides such as albumin, collagen and gelatin, lactic acid and glycolic acid, poly 
(caprolactone), poly (lactic acid), copolymers of poly (lactic acid) and poly (caprolactone), 
gelatin, hyaluronic acid, collagen matrices, and albumin are carriers for hydrophobic drugs such 
as tranilast (see the whole document with emphasis on paragraphs [0020], [0021], [0158], 
[0165], [0176], [0200]). 

22. One carrier can be used in place of the other. Therefore, it would have been obvious to 
substitute one polymer carrier for another and expect to have the desired release of the tranilast 
from the polymer. 

23. Tsuji in view of Hunter : Tsuji has been described above to anticipate claim 28. Tsuji8 
uses PLLA polyester as the carrier for tranilast. Tsuji does not teach the polymer of claim 39. 
However, Hunter teaches that carriers such as carbohydrates and polysaccharides such as starch, 
cellulose, dextran, methylcellulose, and hyaluronic acid, proteins or polypeptides such as 
albumin, collagen and gelatin, lactic acid and glycolic acid, poly (caprolactone), poly (lactic 
acid), copolymers of poly (lactic acid) and poly (caprolactone), gelatin, hyaluronic acid, collagen 
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matrices, and albumin are carriers for hydrophobic drugs such as tranilast (see the whole 
document with emphasis on paragraphs [0020], [0021], [0158], [0165], [0176], [0200]). 

24. One carrier can be used in place of the other. Therefore, it would have been obvious to 
substitute one polymer carrier for another and expect to have the desired release of the tranilast 
from the polymer. 

25. Claims 28 and 34 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Yamane et al. ("Spinning of Poly (caprolactone)/Drug Blends and Drug Release Behavior from 
Blend Fibers" in Fiber, 1999, pp 261-266, English Abstract) or Tsuji et al. ("Biodegradable 
stents as a platform to drag loading" in International Journal of Cardiovascular Interventions 
2003, No. 5, 13-16, March 1, 2003) or HELMUS (WO 03/068288), each in view of Fukuyama 
et al. (US 6,019,104) or Bunnett et al. (US 5,958,407). 

26. Yamane in view of Fukuyama or Bunnett : Yamane has been described above to 
anticipate claim 28. Yamane does not disclose the amount of tranilast recited as mg/kg in claim 
34. But Tranilast has been known to be administered in doses of 60 mg/kg (see column 2, lines 
60, 61) and 30-100 mg.kg Or 3-10 mg/kg (see column 6, line 67 to column 7, line 1 of Bunnett). 
Taking the teachings of Yamane and Fukuyama or Bunnett, one having ordinary skill in the art at 
the time the invention was made, guided by the disclosure of Fukuyama or Bunnett regarding 
amount tranilast , the artisan would have been motivated to optimize the composition of Yamane 
such that effective amount of tranilast is delivered successfully. 

27. Tsuji in view of Fukuyama or Bunnett : Tsuji has been described above to anticipate claim 

28. Tsuji does not disclose the amount of tranilast recited as mg/kg in claim 34. But Tranilast 
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has been known to be administered in doses of 60 mg/kg (see column 2, lines 60, 61) and 30-100 
mg.kg Or 3-10 mg/kg (see column 6, line 67 to column 7, line 1 of Bunnett). Taking the 
teachings of Tsuji and Fukuyama or Bunnett, one having ordinary skill in the art at the time the 
invention was made, guided by the disclosure of Fukuyama or Bunnett regarding amount 
tranilast , the artisan would have been motivated to optimize the composition of Tsuji such that 
effective amount of tranilast is delivered successfully. 

28. HELMUS in view of Fukuyama or Bunnett : HELMUS has been described above to 
anticipate claim 28. HELMUS does not disclose the amount of tranilast recited as mg/kg in 
claim 34. But Tranilast has been known to be administered in doses of 60 mg/kg (see column 2, 
lines 60, 61) and 30-100 mg.kg Or 3-10 mg/kg (see column 6, line 67 to column 7, line 1 of 
Bunnett). Taking the teachings of HELMUS and Fukuyama or Bunnett, one having ordinary 
skill in the art at the time the invention was made, guided by the disclosure of Fukuyama or 
Bunnett regarding amount tranilast , the artisan would have been motivated to optimize the 
composition of HELMUS such that effective amount of tranilast is delivered successfully. 



Double Patenting 

29. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
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application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

30. A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

31. Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

32. Claims 28, 30-32, 34, 39 and 41 provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 14, 19, 21-23, 27, 28, 31, 
34, 37, 39-41 of copending Application No. 10/780,452 (US 20050181023) in view of 
Chandrasekar et al. ("Platelets and Restenosis," in Journal of the American College of 
Cardiology, Vo. 35, No. 2, 2000, pp 555-562) or Miyazawa et al. ("Effects of pemirolast and 
tranilast on intimal thickening after arterial injury in the rat," in Journal of Cardiovascular 
Pharmacology, Vol. 30, no. 2, Aug. 1997). 
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33. The compositions of copending claims 14, 19, 21-23, 27, 28, 31, 34, 37, 39-41 of 
application number 10/780,452 contain Pemirolast instead of Tranilast. Both the Pemirolast and 
the tranilast have the functionality of inhibiting post-operative adhesion. It is however known in 
the art that both tranilast and pemirolast are antiallergic agents known to reduce intimal 
thickening as disclosed by Chandrasekar (first full paragraph, left column of page 559) and 
Miyazawa (abstract). Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to use pemirolast in place of tranilast with the expectation that 
the composition would reduce intimal thickening. One having ordinary skill in the art would 
have been motivated to use tranilast or pemirolast to reduce intimal thickening with the 
expectation to either would reduce intimal thickening. 

34. This is a provisional obviousness-type double patenting rejection. 

35. Claims 28, 30-32, 39 and 41 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable overclaims 1-6, 11, 14-16, 19, 21-25, 
27-34, 37, 40 and 41 of copending Application No. 12/021,546 (US 20080119494 ) in view of 
Chandrasekar et al. ("Platelets and Restenosis," in Journal of the American College of 
Cardiology, Vo. 35, No. 2, 2000, pp 555-562) or Miyazawa et al. ("Effects of pemirolast and 
tranilast on intimal thickening after arterial injury in the rat," in Journal of Cardiovascular 
Pharmacology, Vol. 30, no. 2, Aug. 1997). 

36. The method of copending claims 1-6, 11, 14-16, 19, 21-25, 27-34, 37, 40 and 41 of 
12/021,546 uses compositions that contain Pemirolast instead of Tranilast. Both the Pemirolast 
and the tranilast have the functionality of inhibiting post-operative adhesion. It is however 
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known in the art that both tranilast and pemirolast are antiallergic agents known to reduce intimal 
thickening as disclosed by Chandrasekar (first full paragraph, left column of page 559) and 
Miyazawa (abstract). Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to use pemirolast in place of tranilast with the expectation that 
the composition would reduce intimal thickening. One having ordinary skill in the art would 
have been motivated to use tranilast or pemirolast to reduce intimal thickening with the 
expectation to either would reduce intimal thickening or post-operative adhesions. 

37. This is a provisional obviousness-type double patenting rejection. 

38. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Takehana et al. (US 6,303,655 Bl) or Isaji et al. (US 6,376,543 Bl). 

39. Isaji and Takehana : Isaji and Takehana, each, disclose sustained release preparation 
consisting of tranilast and biodegradable polymer such as lactic acid polymer and lactic acid- 
glycolic acid (Isaji at column 3, line 62 to column 4, line 8; Takehana at column 3, lines 34-46). 
Isaji and Takehana are both silent as to the form of the polymer of composition, that is, film or 
foam or fiber or filament. 

40. No claim is allowed. 

41 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BLESSING FUBARA whose telephone number is (571)272- 
0594. The examiner can normally be reached on Monday to Thursday from 7 a.m. to 5:30 p.m. 
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42. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Y. Kwon can be reached on (571) 272-0581. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

43. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Blessing M. Fubara/ 

Primary Examiner, Art Unit 1613 



